TH'S OPI NI ON WAS NOT WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered today
(1) was not witten for publication in a |l aw journal and
(2) is not binding precedent of the Board.
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Application 07/590,570, filed Septenber 28, 1990, now
abandoned; which is a continuation of Application 07/227, 964,
filed August 3, 1988,
now abandoned.



And Appeal No 94-1146
Application 07/746, 050

DECI SI ON ON APPEAL UNDER 35 U.S. C. § 134

This is an appeal froman exam ner’s rejections of
Clainms 1-12, all clainms pending in this application.

1. The cl ai ned subject nmtter

Claim1l is representative of the claimed macrol actam
nonosacchari de anti m crobial conpounds and is reproduced in
the attached Appendix. Al clains stand or fall together
(Brief on Appeal, p. 4).

The clains are directed to nmacrol actam nonosacchari de
antim crobial conpounds in substantially pure form their
pharmaceutically acceptable salts, pharmaceutical conpositions
conprising the pure conpounds or their salts, and nethods for
treating a bacterial infection in a host conprising
adm ni stering the conpounds to the infected host. “The
compounds are
i solated froman antim crobial conplex 510 which is produced

in fermentation under controlled conditions using a

bi ol ogically pure culture of the m croorganism Actinonmadura

ful va subsp. uruguayensis SCC 1778, ATCC 53713" ( Specification

(Spec.), p. 1, introductory paragraph). The m croorgani sm was
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isolated fromsoil collected in Uuguay (Spec., p. 3, |ast
par agr aph).

2. The rejections

A. Clainms 1-12 stand rejected under 35 U.S.C. § 103 as
bei ng unpatentable in view of antibiotic AB-85 disclosed in
Japanese Patent Publication 59-18035, published April 25,
1984.

B. Clainms 1-12 stand provisionally rejected for
obvi ousness-type double patenting of Clains 1-9 of commonly
assi gned copendi ng Application 07/747, 456.

C. Clainms 1-12 stand provisionally rejected for
obvi ousness-type double patenting of Clainms 1-9 and 11 of
comonly assi gned Application 07/746, 059.

3. D scussi on

A OQbvi ousness under Section 103

The exam ner has the initial burden of maki ng out a case
for obviousness under 35 U. S.C. 8§ 103. Here, the examner’s
case for obviousness is supported by the foll ow ng argunents
(Exam ner’s Answer, pp. 3-4):

The Japanese patent discloses an antibiotic
havi ng nol ecul ar fornula C H,;N,Q. Appellants on
page 13 of the specification state that the macrol actam

nonosaccharide of formal [sic, fornmula] 2 and having
the nol ecular fornula as given, is disclosed by the

- 3 -



And Appeal No 94-1146
Application 07/746, 050

Japanese patent. The only difference between known
conpound and the clainmed conpound is at the 9, 5 or 13
positions, i.e [sic] the known conpound contains ethyl
groups at the said positions while the clainmed conpound
contains at |east one nethyl group at the said positions.
Since nmethyl is a next |ower honol ogue of ethyl, it would
have been obvious to a person having ordinary skill in
the art at the tine of the instant invention to
Ssubstitute
nmet hyl group for ethyl on the conpound of fornula 2 with
an expected result. The instant compounds, comnpositions
and met hods are deened obvi ous over the Japanese patent.

The two-part test for holding that a cl ai ned conpound
woul d have been obvi ous under Section 103 over the disclosure
of a structurally simlar conpound in the prior art is set out
in

In re Payne, 606 F.2d 303, 314-15, 203 USPQ 245, 254-255 (CCPA

1979). First, we nust ask whether the undisclosed structure
of the AB-85 antibiotic described by Japan woul d have been
under st ood by persons having ordinary skill in the art to be
so simlar to fornmula 1 of appellants’ Caim1l that they
reasonably woul d have been |l ed to make and use the conpounds
of formula 1 of Claim1l as an antibiotic with reasonabl e
expectation of success. [|d. at 313, 203 USPQ at 254. Second,
we must ask whether the prior art woul d have enabl ed persons
skilled in the art to make and use the cl ai ned conpounds,

i.e., would it have placed the clainmed conmpounds in the



And Appeal No 94-1146
Application 07/746, 050

possession of the public. In re Payne, 606 F.2d at 314-15,

203 USPQ at 255. On considering the second part of the two-
part test, we find that the exam ner has not supported his
all egation that the claimed antibiotic conmpounds woul d have
been obvious with evidence sufficient to justify a concl usion
that the prior art would have enabl ed one skilled in the art
to make and use appellants’ antibiotic conpounds w thout
appel l ants’ di scl osure.

In his declaration filed March 26, 1992 (Decl aration of
Mn Chu (Chu), Paper No. 26), Chu declares (Chu, pp. 2-3):

THAT, the structural fornula of the antibiotic

AB-85 . . . of the Japanese patent . . . [has] the
formula 2 on page 15 of the US Patent Application Serial
No. 07/747,456, filed 08/12/91 . . .[; and]

THAT, based on information and belief and ny
expertise in synthetic organic chem stry, | am aware of
no synthetic nmethod as of August 3, 1988 of
sel ectively activating and renoving one, two or three
of the CH, groups at G5, C9 and C 13 of AB-85 to
formany of the aglycone of the conpounds of this
invention of formula 1. . .[;]

THAT, based on information and belief and ny
expertise in synthetic organic chem stry, | am aware
of no chem cal nmethod in existence as of August 3,
1988 of synthesizing the conpounds of this invention
except by the fernmentation of Actinomadura fulva subsp
uruguayensis of this invention; and

Concl usi on

In summary, (1) | amaware of no synthetic

- 5 -
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technique to selectively activate and renove the one,

two or three of the -CH,- groups at G5, C9' and/or

C- 13" of the macrol actam agl ycone of AB-85 to formthe
compounds of this invention and (2) there is no synthetic
organi ¢ chem cal nethod of naking the conpounds of this

i nvention and (3) only by fernentation of the A fulva
subsp uruguayensis of this invention are the conmpounds

of this invention avail able.

In short, Mn Chu declares that he is not aware of any
synthetic organic chenm cal nmethod of preparing antibiotics
i ncl udi ng the macrol actam agl ycone of this invention with a
nmet hyl radical at the G5, C9 and/or C 13 position from
anti biotics including the macrol actam agl ycone of AB-85 with
an ethyl radical at the G5, C9 and/or C 13 position.

Faced with Chu’'s declaration, the exam ner responded as
foll ows (Exam ner’s Answer, pp. 5-6):

[ T] he Declaration by Dr. Mn Chu stating that Dr.

M n Chu is not aware of any synthetic technique to
sel ectively activate and renove the one, two, or three of
t he - CH,- groups at the 5, 9 and 10-13 [sic, 13] position
of the

compound di scl osed by the Japanese patent, [the]
same Declaration . . . [has] not been found persuasive
because the renoval of the met hyl group fromthe
reference’s conpound can be not sel ective but random
resulting in a m xture of conpounds being formed which are

subsequent |y separ at ed.

However, Chu al so said that he was “aware of _no _cheni ca

net hod in exi stence as of August 3, 1988 of synthesizing the

conmpounds of this invention except by the fernentation of
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Actinomadura fulva subsp uruguayenis of this invention” (Chu,

p. 3; enphasis added). Wile Chu' s declaration of

unobvi ousness is itself supported by no nore evidence than is
the exam ner’s allegation of obviousness, it is the exam ner
who has the initial burden to sustain his case. |In our view,
t he exam ner’s case of obviousness under 35 U.S.C. 8§ 103 in
vi ew of the teaching of Japan 59-18035 is based on pure
specul ati on. Wether or not the notivation to synthesize
organi ¢ conpounds is apparent fromthe prior art applied
against the clains in this case or debatable, the exam ner

must al so make the inquiries necessary to prim facie

establish that it would have been within the ordinary skill in
the art to synthesize the conpounds sought w thout undue
experinmentation, e.g., determne the unpredictability, |evel

of skill, and suitability of conventional nethodol ogy in the
art. The exam ner has di scussed none of the factors rel evant
to the outcone-determ native issue in this case. 1In short,

t he exam ner appears to have rested his case of obvi ousness on
recogni zi ng sone notivation to synthesize the clained
compounds. W repeat, standing alone notivation to synthesize
structurally simlar conpounds is not enough to sustain a case

of obvi ousness under
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35 US.C 8§ 103. The prior art nust place the clained

compounds in the possession of the public. 1n re Payne, 606

F.2d at 314, 203 USPQ at 255. The exam ner has not satisfied
his burden to establish that the prior art would have enabl ed
persons skilled in the art to nmake the cl ai med conpounds

wi t hout undue experinentation. Accordingly, we reverse the
exam ner’s rejection.

B. Qbvi ousness-type doubl e patenting

The provi sional obvi ousness-type doubl e patenting
rejection of Clainms 1-12 in view of the subject nmatter of
Cainms 1-9 and 11 of Application 07/746,059 is hereby
reversed. The rejection is noot because the application
appears to have been abandoned.

We al so reverse the exam ner’s provisional obviousness-
type double patent rejection of Cains 1-12 in view of the
subject matter of Clains 1-9 of conmonly assigned, copendi ng
Application 07/747,456. The exam ner finds (Exam ner’s
Answer, p. 3, first full paragraph):

. [T]he conflicting clains are not identica
because the difference between the clai med conpounds
and the conpound of the copending application is at
the 5, 9 or 13 position i.e. the conpound of the
copendi ng application has ethyl groups at the 5, 9
and 13 position [sic] while the clained conpound has

a methyl group at the 5, 9 or 13 positions [sic].

- 8 -
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Since nmethyl is a next higher honol ogue of ethyl,

the cl ai ned conpounds are obvious variants of the

conmpound claimed in the copendi ng application.
The examner’s finding is clearly erroneous. The difference
bet ween the cl ai ned conpounds and the conpound of the
copendi ng application lies not only at the 5, 9, or 13
position of macrol actam agl ycone ring of the clained
antibiotics but also in the difference between the 3-am no-
3, 6- di deoxymannopyr anose i somer which is attached to C 6 of
t he macrol actam agl ycone ring of the conpound clained in this
application and the 3-am no-
3, 6-di deoxyt al opyranose i sonmer which is attached to C6 of the
macr ol act am agl ycone ring of the conpound clainmed in the
copendi ng application. 1In addition to the previously stated
reasons for reversing the examner’s rejection of Clainms 1-12
under 35 U.S.C. § 103 in view of the teaching of Japan 59-
18035, the exam ner also has not established that a disclosure
of one isoner woul d have enabl ed persons skilled in the art to

make and use the other.

4. Concl usi ons

W reverse all the exam ner’s rejections.

REVERSED
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